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510(k) Summary

Owner's name: Biodenta Swiss AG

Tramstrasse 16
Address: 9442 Berneck

Switzerland

Phone: +41 71 747 11 11

Fax number: + 41 7174711 12

Contact person: Mr. David Eller, Regulatory Manager

Date summary prepared: April 8, 2011

Trade Iproprietary name: Biodenta Dental Implant System - Bone Level

Common name: Endosseous dental implant

Device classification name: implant, endlosseous, root-form

Product code: DZE

Regulation number: 21 CFR 872.3640

Subsequent Product Code: NHA (Regulation number: 21 CFR 872.3630)

Legally marketed device to which equivalence is claimed (predicate device):

Company: Biodenta Swiss AG

Device name: Biodenta Dental Implant System

510(k) number: K093630

Company: Nobel Biocare Ab

Device name: Nobelactive Internal Connection Implant

510(k) number: K071370
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5-510(k) Summary ulouenta

Indications for Use:

Biodenta bone level dental implants are intended for surgical placement in mandibles or
maxillae to support single or multiple tooth restorations or terminal or intermediate abutment
support for fixed or removable bridgework and to retain overdentures.

Device Description:
The Biodenta Dental Implant System - Bone Level is an integrated system of endlosseous
dental implants, which are designed to support prosthetic devices for partially or fully
edentulous patients. The system consists of a variety of dental implants, abutments and
prosthetic parts and related surgical instruments.

Non-clinical Testing Data:

Fatigue testing was conducted according to FDA Guide: Class 11 Special Controls Guidance
Document: Root-form Endlosseous Dental Implants and Endosseous Dental Abutments -

Guidance for Industry and FDA Staff and ISO 14801 Dentistry- I mpla nts-Dynamic fatigue test
for endlosseous dental implants. The worst case scenario for the Biodenta Dental Implant
System - Bone Level implants and abutments was tested. These results show that Biodenta
Dental Implant System - Bone Level have sufficient mechanical strength for their intended
clinical application.

Equivalence to marketed device:

Biodenta Swiss AG demonstrated that, for the purposes of FDA's regulation of medical
devices, the Biodenta Dental Implant System - Bone Level is substantially equivalent to the
predicate devices in intended use, material composition, fundamental scientific technology,
principles of operation, and basic design. When compared with the predicate devices, no
new questions of safety or effectiveness have been raised for the Biodenta Dental Implant
System - Bone Level.
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Substantial Equivalence Comparison to predicate device: K iC
Subject Device Predicate Devices

Device Biodenta Dental Implant Biodenta Dental Implant Nobelactive Internal Connection
System - Bone Level System (K093630) Implant (K071370)

Biodenta bone level dental Biodenta dental implants Nobel Biocare's NobelActive
implants are intended for are intended for implants are endlosseous implant
surgical placement in surgical placement in intended to be surgically placed in
mandibles or maxillae to mandibles or maxillae to the bone of the upper or lower jaw
support single or multiple support single or multiple arches to provide support for
tooth restorations or tooth restorations or prosthetic devices, such as an
terminal or intermediate terminal or intermediate artificial tooth, in order to restore
abutment support for fixed abutment support for fixed patient esthetics and chewing

Inedduse or removable bridgework or removable bridgework function. Nobel Biocare's
Inedd and to retain overdlentures. and to retain overdentures. NobelActive implants are indicated

for single or multiple unit
Specific indications for small restorations in splinted or non-
diameter (0 3.5 mm) splinted applications. Nobel
implants: It is recommended Biocare's NobelActive implants may
not to place small implants be placed immediately and put into

with "NP" p latform in the immediate function provided that
molar or premolar region. initial stability requirements detailed

in the manual are satisfied.
thraderot-ormdetal threaded, root-form dental threaded, root-form dental

System implant, bone level implant, tissue level implant, bone level

Diameter 3.5 mm. 4.1 mm, 4.8 mm 3.5 mam, 4.1 mm, 4.8 mm 3.5 mm, 4.3 mm, 5.0 mm

Connection Internal Hexagon Internal Octagon Internal Hexagon

Implant
Material Titanium Titanium Titanium

Abutment Angled Abutment Angled Abutment Angled Abutment
System _____________ _________

Abutment 0', 15' 0',15,,20- 0*, 15'
Angle _______ ____

Abutmet
Material Titanium Alloy Titanium Alloy Titanium Allo
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public IHealth Service

Mr. David F 'iler
Regulatory Manager
Biodenta Swiss AG
Tramnstrasse 1 6
9442 Berneck
S witzerland

Re: KI1l1003
Trade/Device Name: Biodenta Dental Implant System - Bone Level
Reglulation Number: 21 CFR 872.3640
Regu11lation Name: l7-ndCosseous Dental Implant
RegCulate ry Class: It
Product Code: DZE
Dated: September 9, 2011
Received: September 12, 2011

Dear Mr. Filer:

We have reviewed your Section 5 10(k) premarket notification of intent to market thle device
referenced above and have determined the device is substantially equivalent (for thle
indications for use stated in the enclosure) to legally marketed predicate devices marketed in)
interstate commerce prior to May 28; 1976, the enactment date of the Medical [)evice
Amendments, or to devices that have been reclassified in accordance with the Prov'ision~s of'
the Federal Food. Drug. and Cosmetic Act (Act) that do not require approval of a premnarkel
approval application (PMA). YOU may, therefore, market the device, subject to thle general
controls provisions of the Act. The general controls provisions of thle Act include
req~uiremnents for annual registration, listing of devices, good mnanufactur'ing practice,
labeling, and prohibitions against misbranding and adulteration. Please note: CDRI-l does
not evaluate inlbormation related to contract liability wvarranties. WAe remind you, however.
that device labeling must be truthful and not misleading.

I fyour device is classi fled (see above) into either class I I (Special Controls) or class Ill
(PMIA). it may be subject to additional controls. Existing maj or reguLl ati ens a ffecting" your
device canl be fou1nd in thle Code of Federal Reg.ulations, Title 21, Parts 800 to 898. In
addition, FDA may publish f'urther announcements concerning yeour devi ce in the Federal
Regiister.



Page 2 - Mr. l"er

P lease be advised that FDA s issuance of a substantial equivalece determination does not
mecan that FDA has nmcc a deterination that your device complies vi th other req LI rements
ofl the A\ct or anv Federal stat utes and regulations adm n i sieved by other Federal ag encies.
You Must comIply with all the Act's requirements, iNclOin, but not limvited to: rcgistration
and listing (21 CU-R Part 807); labeling (21 CUR Part 801); medical device reporting
(reportng ofrmedical (leice-related adverse events) (21 CER 803); good manullactUriniz
pr-actice requirements as set forth in the quality systemns (QS) regulation (2 1 CUR Part 820);
and if applicable, the electronic product radiaton control provisions (Sections 53 1-542 of
the Act); 2 1 CUR 1000- 1050.

1 youL deshre specific advice for your device on our labeling reaulation01 (2 1 CUR P~art 80 1
Please go to httjj://wwwdauov/AboutFDA/CentersOffices/C DIi-l/CDR[ -l0fliices
/mcml I I5809. im for the Center frm Devices and Radilological 1-lH' s (C)RI-i's 0Office of
Cornp1 ince. AN is.Please note the regulation cmi ted. "Ndisbrand i n by reference to
ptelrlret netification"1' (2 1C U l Part 807.97). For (qtestionls regarding the reporting of
adverse events under he NOIR regulation (2 1 CUR Part 803), Please go to
littl)://vvv.fdca.Lov/Meclical [Dvi ces /Sa fetv/Repoertailrobleim/clel'fault.ihtlm for the CID RI-Is
Office of Surveillance and 13iornetri cs/IDi vision of Postmarket Sn rveillanc.

Yeu Limy obtain other general information on your responsibilities Under thle Act firm thle
ID ivisioen Of'Smnall i Nanu facturers, International and Consumer Assistance at its toll- free
nuimber (800) 638-204 1 or (30 1) 796-7 100 or at its Internet address

Sincerely Yours,

Anthony D. Watson, B3.S., N.S., NI.B.A.
iDirector
IDivision of Anesthesiology. General H-ospital.

Infection Control and Dental Devices
Office of Device ELvalation
Center for Devices and

Radiologica -Heart

Enclosure



Premarket Notification / 51 0(k) Submission
Biodenta Dental Implant System - Bone Level
4-Indlications for Use Statement biodenta®

Indications far Use

61 0(k) Number (if known): KC///o&,3

Device Name: Biodenta Dental Implant System - Bone Level

Indications far Use:

Biodenta bone level dental implants are intended for surgical placement in mandibles or
maxillae to support single or multiple tooth restorations or terminal or intermediate abutment
support for fixed or removable bridgework and to retain overdentures.

Prescription Use X AN/R Over-The-Counter Use ___

(Part 21 CFR 801 Subpart D) AN/R (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE OF
NEEDED)

Concurrence of CORH, Office of Device Evaluation (ODE)
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(Division Sign-onf)
Division of Anesthesiology, General Hospital
Infection Control, Dental Devices
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